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INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/US2004/023721 



Box No. 1 Basis of the opinion 

1 . With regard to the language, this opinion has been established on the basis of the international application in 
the language in which it was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following 
language , which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)). 

2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 

3. □ In addition, in the case that more than one version or copy of a sequence listing and/br table relating thereto 

has been filed or furnished, the required statements that the information in the subsequent or additional 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

4. Additional comments: 
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Box No. II Priority 



1 . IS The following document has not been furnished: 

H copy of the earlier application whose priority has been claimed (Rule 43fcfe.1 and 66.7(a)). 

□ translation of the earlier application whose priority has been claimed (Rule 43b/s.1 and 66.7(b)). 

Conseauentlv it has not been possible to consider the validity of the priority claim. This opinion has 
^SSSS^^^^^Son the assumption that the relevant date is the cla.med pr.or.ty date. 

Thi* nninion has been established as if no priority had been claimed due to the fact that the priority claim 
S?been?ounf invaTd (SS 4§Sfe 1 and 64.1) .Thus for the purposes of this opin,on, the ,nternat.onal 
filing date indicated above is considered to be the relevant date. 

ThA international Searchinq Authority has not been able to consider the validity of the priority claim because 
Sealing Authority at the time that the . searc* l^^S^^^^^ 11 neVerthe ' eSS 



2. □ 



3. □ 



SeeTeSabSeJ Sto^^l*^ date is the claimed priority date 
4. Additional observations, if necessary: 
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Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability . . 



The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 

H claims Nos. 74, 88-95, 6-1 5, 31 , 32, 36-73, 75-87 
because: 

M the said international application, or the said claims Nos. 74, 88-95 relate to the following subject matter 
which does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so 
unclear that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

H no international search report has been established for the whole application or for said claims Nos. 74, 
88-95, 6-15, 31, 32, 36-73, 75-87 

□ the nucleotide and/br amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 

□ does not comply with the standard 

n thP tables related to the nucleotide andfer amino acid sequence listing, if in computer readable form only, do 
not tSSi wU?S? ^SSfSSuUmenlB provided for in Annex C-bis of the Administrative lnsta.ct.ons. 

□ See separate sheet for further details 
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Box No. IV Lack of unity of invention 

1 . M In response to the invitation (Form PCT/lSAy206) to pay additional fees, the applicant has: 

□ paid additional fees. 

□ paid additional fees under protest. 
M not paid additional fees. 

2. □ This Authority found that the requirement of unity of invention is not complied with and chose not to invite 

the applicant to pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rule 13.1, 13.2 and 13.3 

□ complied with 

El not complied with for the following reasons: 
see separate sheet 

4. Consequently, this report has been established in respect of the following parts of the international application: 

□ all parts. 

H the parts relating to claims Nos. 1 -5, 1 6-30, 33-35 

Box No. V Reasoned statement under Rule 43d#s.1(a)(i) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 



Yes: 
No: 



Claims 
Claims 



16, 17, 20 

1-5, 18, 19, 21-30, 33-35 



Inventive step (IS) 



Yes: 
No: 



Claims 
Claims 



16, 17, 20 



Industrial applicability (lA) 



Yes: 
No: 



Claims 
Claims 



1-5, 16-30, 33-35 



2. Citations and explanations 



see separate sheet 
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Re Item III. 

Rule 39.1 (iv) PCT - Method for treatment of the human or animal body by surgery 



Re Item IV. 

The separate inventions/groups of inventions are: 

Claims 1-5, 16-30, 34, 35 
A spinal implant, comprising: 

a top, wherein at least a portion of the top is configured to contact a first vertebra; 
a bottom, wherein at least a portion of the bottom is configured to contact a second 
vertebra; 

a curved anterior side; a curved posterior side; and 

an opening extending through the spinal implant from the top to the bottom 
further comprising a proximal end, wherein the proximal end is substantially flat 

Claims 6-15, 31,32, 36-58 

A spinal implant, comprising: 

a body, wherein the body comprises: 

atop comprising radially positioned protrusions, wherein the top protrusions are configured 
to contact a first vertebra; 

a bottom comprising radially positioned protrusions, wherein the bottom protrusions are 

configured to contact a second vertebra; 

a curved anterior side; a curved posterior side; and 

an opening extending through the body from the top to the bottom. 

Claims 59-73 

A rasp, comprising: 

an outer shaft; 

an inner shaft extending through the outer shaft; 

an end member pivotally coupled to the distal end of the inner shaft; and 

wherein a distal end of the outer shaft is configured to engage a proximal end of the 
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end member. 



Claims 75-85 

An implant inserter, comprising: 
an outer shaft; 

an inner shaft extending through the outer shaft; 
arms coupled to a distal end of the inner shaft; and 
wherein the outer shaft is configured to engage the arms. 

Claims 86, 87 

An instrumentation kit, comprising: 

a cutting edge distractor; 

a rasp with a pivot able end member; 

an implant inserter; and 

one or more guides. 

The present application lacks unity within the meaning of Rule 13.2 of the PCT for the 
following reasons: 

The document US61 43032 cited in the present search report discloses (the references in 
parenthesis applying to this document) (see the figure 1 and claim 1): 

A spinal implant (1), comprising: 

a top, wherein at least a portion of the top is configured to contact a first vertebra; 
a bottom, wherein at least a portion of the bottom is configured to contact a second 
vertebra; 

a curved anterior side (4); a curved posterior side (5); and 

an opening extending through the spinal implant from the top to the bottom. 

Over this prior art the potential special technical features (in the meaning of PCT Rule 
13.2) claimed in the application are: 
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Group 1 (claims 1): 

a proximal end, which is substantially flat; 

(problem: facilitating to manoeuvre the implant after disconnection from the initial implant 
inserter) 

Group 2 (claim 36) : 

a top comprising radially positioned protrusions, wherein the top protrusions are 
configured to contact a first vertebra; 

a bottom comprising radially positioned protrusions, wherein the bottom protrusions are 
configured to contact a second vertebra; 

(problem: fixation of the implant in the intervertebral space) 

Group 3 (claim 59): 
a rasp, comprising: 
an outer shaft; 

an inner shaft extending through the outer shaft; 

an end member pivotally coupled to the distal end of the inner shaft; and 

wherein a distal end of the outer shaft is configured to engage a proximal end of the 

end member; 

(problem: facilitating the handling of a rasp) 

Group 4 (claim 75): 

an implant inserter, comprising: 

an outer shaft; 

an inner shaft extending through the outer shaft; 
arms coupled to a distal end of the inner shaft; and 
wherein the outer shaft is configured to engage the arms; 

(problem: facilitating the implantation of an implant) 

Group 5 (claim 86): 



Form PCT/Separate Sheet/237 (Sheet 3) (EPO-January 2004) 



WRITTEN OPINION OF THE .ntemationa. app.ioation No. 

INTERNATIONAL SEARCHING PPT/US2004/023721 
AUTHORITY (SEPARATE SHEET) PCT/US2004/0^i 

an instrumentation kit, comprising: 

a cutting edge distractor; 

a rasp with a pivot able end member; 

an implant inserter; and 

one or more guides; 

(problem: providing a complete set of instruments for a surgical implantation procedure). 

US 6517544 (see figures 16 - 18 and column 12, line 66 - column 13, line 46) cited in the 
search report discloses a "a rasp with a pivotable end member and an outer shaft . The 
only common technical feature of claims 59 (group 3) and 86 (group 5) is therefore already 
known in state of the art. 

No same or corresponding potential special technical feature can be found between the 
above mentioned subjects. There is therefore no technical relationship involving , same or 
corresponding potential special technical features between any two of these subjects The 
inventions defined in the above mentioned subjects are thus not con S1 dered l.nked by a 
single general inventive concept (Rule 13.1 PCT). 

The application relates to a plurality of inventions, or groups of inventions in the sense of 
Rule 13 1 PCT They have been divided as defined above. If the applicant pays add.tional 
fees for one (or more) not yet searched group(s) of invention(s), then the further ^ 
search(es) may reveal further prior art that gives evidence of a further lack of un.ty a 
posteriori' within one (or more) of the not yet searched group(s). In such a case on y the 
first invention in this (each of these) group(s) of inventions, which is considered to lack 
unity of invention, will be the subject of a search. No further invitation to pay further 
additional fees will be issued. This is because Article 1 7(3)(a) PCT stipulates tha the ISA 
shall establish the International Search Report on those parts of the international 
application which relate to the invention first mentioned in the claims ('main invention ) and 
for those parts which relate to inventions in respect of which the additional fees were paid. 
Neither the PCT nor the PCT guidelines provide a legal basis for further invitations to pay 
further additional search fees (W1 7/00, point 1 1 and W1 /97, points 11-16). 
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Re Item V. 

1 The following documents are referred to in this communication: 

D1 : US 2003/1 00950 A1 (MORET OLIVIER) 29 May 2003 (2003-05-29) 
D2 : WO 98/56319 A (SDGI HOLDINGS INC ; MCKAY WILLIAM F (US)) 17 

December 1998 (1998-12-17) 
D3 : US 6 1 43 032 A (SCHAFER BERND ET AL) 7 November 2000 (2000-1 1 -07) 
D4 : WO 02/17823 A (KIM BYUNG SOO ; KIM JUNG SUNG (KR); KIM YOUNG 

SOO (KR); HAN JUNG SOO () 7 March 2002 (2002-03-07) 



2 INDEPENDENT CLAIM 1 

2.1 The present application does not meet the criteria of Article 33(1 ) PCT, because the 
subject-matter of claim 1 is not new in the sense of Article 33(2) PCT. 
Document D1 discloses (the references in parenthesis applying to this document) 
(see the figure 1 and claim 1): 

A spinal implant (1), comprising: 

a top, wherein at least a portion of the top is configured to contact a first vertebra; 
a bottom, wherein at least a portion of the bottom is configured to contact a second 
vertebra; 

a curved anterior side (4); a curved posterior side (5); and 

an opening extending through the spinal implant from the top to the bottom. 

2.2 Furthermore all the technical features of claim 1 are disclosed in each of the 
documents D2, D3 and D4. 

3 DEPENDENT CLAIMS 2-5, 1 6-30, 34, 35 

Dependent claims 2-5, 16-30, 34, 35 do not contain any features which, in 
combination with the features of any claim to which they refer, meet the requirements 
of the PCT in respect of novelty and/or inventive step (Article 33(2) and (3) PCT). 
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